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100th  congress 

1st  Session 


H.  R.  2485 


To  amend  title  XVill  of  the  Social  Security  Act  to  provide  for  coverage  of 
catastrophic  expenses  for  prescription  drugs  and  insulin  under  the  medicare 
program. 


IN  THE  HOUSE  OF  REPRESENTATIVES 

May  20,  1987 

Mr.  Waxman  (for  himself,  Mr.  Dingell,  Mr.  Beuce,  Mrs.  Collins,  Mr. 
Leland,  Mr.  ScHEUEE,  and  Mr.  Roybal)  introduced  the  following  bill; 
which  was  referred  jointly  to  the  Committees  on  Energy  and  Commerce  and 
Ways  and  Means 


A  BILL 

To  amend  title  XVHI  of  the  Social  Security  Act  to  provide  for 
coverage  of  catastrophic  expenses  for  prescription  drugs  and 
insulin  under  the  medicare  program. 

1  Be  it  enacted  by  the  Senate  and  House  of  Representa- 

2  tives  of  the  United  States  of  America  in  Congress  assembled, 

3  SECTION  1.  SHORT  TITLE. 

4  This  Act  may  be  cited  as  the  "Medicare  Catastrophic 

5  Prescription  Drug  Benefits  Act  of  1987". 
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1  SEC.  2.  COVERAGE     OF     CATASTROPHIC     EXPENSES  FOR 

2  PRESCRIPTION  DRUGS  AND  INSULIN  UNDER 

3  PART  B. 

4  (a)  In  Geneeal. — Section  1861  of  the  Social  Security 

5  Act  (42  U.S.C.  1395x)  is  amended— 

6  (1)  by  amending  subparagraph  (J)  of  subsection 

7  (s)(2)  to  read  as  follows: 

8  "(J)  covered  outpatient  drugs  (as  defined  in  sub- 

9  section  (t)(2));  and",  and 

10  (2)  in  subsection  (t) — 

11  (A)  by  striking  "subsection  (m)(5)"  and  in- 

12  serting  "subsections  (m)(5)  and  (s)(2)(J)  and  para- 

13  graph  (2)", 

14  (B)  by  inserting  "(1)"  after  "(t)",  and 

15  (C)  by  adding  at  the  end  the  following  new 

16  paragraph: 

17  "(2)  The  term  'covered  outpatient  drug'  means — 

18  "(A)  a  drug  which— 

19  "(i)  is  approved  for  safety  and  effectiveness 

20  as  a  prescription  drug  under  section  505  or  507  of 

21  the  Federal  Food,  Drug,  and  Cosmetic  Act,  or 

22  "(ii)  in  the  case  of  a  drug  which  is  biological 

23  product,  is  licensed  under  section  351  of  the 

24  Public  Health  Service  Act,  and 

25  "(B)  insulin  certified  under  section  506  of  the 

26  Federal  Food,  Drug,  and  Cosmetic  Act; 
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1  but  does  not  include  any  drug  or  insulin  provided  to  an  inpa- 

2  tient  as  part  of  inpatient  hospital  services  (described  in  sub- 

3  section  (b)(2)),  as  part  of  extended  care  services  (described  in 

4  subsection  (h)(5)),  or  as  an  incident  to  physicians'  services 

5  under  subparagraph  (A)  or  (B)  of  subsection  (s)(2).". 


6  (b)  Deductible  and  Payment  Amounts. — 

7  (1)  In  general. — Section  1833  of  such  Act  (42 

8  U.S.C.  13951(b))  is  amended— 

9  (A)  in  subsection  (a)(1) — 

10  (i)  by  striking  "and"  before  "(H)",  and 

11  (ii)  by  adding  at  the  end  the  following: 

12  "and  (I)  with  respect  to  expenses  incurred 

13  for  covered  outpatient  drugs,  the  amounts 

14  paid  shall  be  the  amounts  determined  under 

15  subsection  (m)(2),"; 

16  (B)  in  subsection  (b) — 

17  (i)  in  clause  (1),  by  inserting  "or  for 

18  covered        outpatient        drugs"  after 

19  "1861(s)(10)(A)",  and 

20  (ii)  in  clause  (2),  by  inserting  "or  with 

21  respect  to  covered  outpatient  drugs"  after 

22  "home  health  services";  and 

23  (C)  by  adding  at  the  end  the  following  new 

24  subsection: 
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1  "(m)(l)(A)  Before  applying  paragraph  (2)  with  respect 

2  to  expenses  incurred  by  an  individual  for  covered  outpatient 

3  drugs  dispensed  in  a  calendar  year,  the  individual  must  estab- 

4  lish  that  the  individual  has  incurred  expenses  for  such  drugs 

5  dispensed  in  the  year  (during  a  period  in  v^hich  the  individual 

6  is  entitled  to  benefits  under  this  part)  of  $400. 

7  "(B)  If  an  individual  applies  to  the  Secretary  to  estab- 

8  lish  that  the  individual  has  met  the  requirement  of  subpara- 

9  graph  (A),  the  Secretary  shall  promptly  notify  the  individual 

10  (and,  if  the  application  was  submitted  by  or  through  a  partici- 

11  pating  pharmacy,  the  pharmacy)  as  to  whether  or  not  the 

12  individual  has  met  such  requirement. 

13  "(2)  Subject  to  the  deductible  estabhshed  under  para- 

14  graph  (1)(A),  the  amounts  payable  under  this  part  with  re- 

15  spect  to  a  covered  outpatient  drug  is  equal  to  the  actual 

16  charge  for  the  drug,  or,  if  lower,  the  applicable  payment  limit 

17  described  in  paragraph  (3). 

18  "(3)(A)  In  the  case  of  a  covered  outpatient  drug  that 

19  either  is  not  a  multiple  source  drug  (as  defined  in  paragraph 

20  (5)(A))  or  is  a  multiple  source  drug  and  has  a  restrictive  pre- 

21  scription  (as  defined  in  paragraph  (5)(B)),  the  payment  limit 

22  for  the  drug  under  this  paragraph  is  the  sum  of — 

23  ''(i)  the  product  of  (I)  the  number  of  tablets  (or 

24  other  dosage  units)  dispensed  and  (II)  the  average  per 
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1  tablet  or  unit  wholesale  price  for  the  drug  (as  deter- 

2  mined  under  paragraph  (4)),  and 

3  ''(ii)  an  administrative  allowance  of  $4.50. 

4  "(B)  In  the  case  of  a  covered  outpatient  drug  that  is  a 

5  multiple  source  drug,  that  has  no  restrictive  prescription,  and 

6  with  respect  to  which  there  are  only  2  drug  products  de- 

7  scribed  in  paragraph  (5)(A),  the  payment  limit  for  the  drug 

8  under  this  paragraph  is  the  sum  of — 

9  "(i)  the  product  of  (I)  the  number  of  tablets  (or 

10  other  dosage  units)  dispensed  and  (11)  the  lower  of  the 

11  average  per  tablet  or  unit  wholesale  price  for  drug 

12  products  described  in  paragraph  (5)(A)  with  respect  to 

13  that  drug,  and 

14  "(ii)  an  administrative  allowance  of  $4.50. 

15  "(C)  In  the  case  of  a  covered  outpatient  drug  that  is  a 

16  multiple  source  drug,  that  has  no  restrictive  prescription,  and 

17  with  respect  to  which  there  are  at  least  3  drug  products  de- 

18  scribed  in  paragraph  (5)(A),  the  payment  limit  for  the  drug 

19  under  this  paragraph  is  the  sum  of — 

20  "(i)  the  product  of  (I)  the  number  of  tablets  (or 

21  other  dosage  units)  dispensed  and  (11)  125  percent  of 

22  the  lowest  of  the  average  per  tablet  or  unit  wholesale 

23  price  for  any  drug  product  described  in  paragraph 

24  (5)(A)  with  respect  to  that  drug,  and 

25  "(ii)  an  administrative  allowance  of  $4.50. 
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1  "(D)  The  Secretary,  before  each  payment  calculation 

2  period  (as  defined  in  paragraph  (5)(C)),  shall  provide  for  the 

3  distribution  to  participating  pharmacies  (as  defined  in  section 

4  1842(i))  and  to  groups  representing  or  assisting  individuals 

5  entitled  to  benefits  under  this  part,  of  information  on  the  pay- 

6  ment  limits  estabHshed  under  this  paragraph. 

7  "(4)(A)  For  purposes  of  this  subsection,  the  Secretary 

8  shall  determine,  with  respect  to  dispensing  of  each  covered 

9  outpatient  drug  in  each  payment  calculation  period,  the  aver- 

10  age  per  tablet  or  unit  wholesale  price  for  the  drug.  Such 

11  average  shall  be  based  on  the  average  wholesale  price  (or 

12  when  available,  the  manufacturer's  direct  price)  for  purchases 

13  in  reasonable  quantities.  Such  determination  shall  be  made 

14  for  each  payment  calculation  period  based  on  wholesale  or 

15  direct  prices  for  the  first  day  of  the  third  month  before  the 

16  beginning  of  the  period.  The  Secretary  shall  make  such  de- 

17  termination,  and  calculate  the  payment  limits  under  para- 

18  graph  (3),  on  a  national  basis;  except  that  the  Secretary  may 

19  make  such  determination,  and  calculate  such  payment  limits, 

20  on  a  regional  basis  to  take  account  of  limitations  on  the  avail- 

21  abihty  of  drug  products  and  variations  among  regions  in  the 

22  average  wholesale  or  direct  price  for  a  drug  product. 

23  "(B)  In  order  to  prevent  abusive  practices  in  the  pre- 

24  scribing  or  dispensing  of  covered  outpatient  drugs,  the  Secre- 

25  tary  may  provide  that  payment  for  covered  outpatient  drugs 
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1  may  not  be  made  if  they  are  prescribed  or  dispensed  with 

2  excessive  frequency  or  in  excessive  quantities. 


3  '*(5)  In  this  subsection: 

4  "(A)  The  term  'multiple  source  drug'  means,  with 

5  respect  to  a  payment  calculation  period,  a  covered  out- 

6  patient  drug  for  which  there  are  2  or  more  drug  prod- 

7  ucts  which — 

8  "(i)  are  rated  as  therapeutically  equivalent 

9  (based  on  the  Food  and  Drug  Administration's 

10  most  recent  publications,  relating  to  approved 

11  drug  products  with  therapeutic  equivalence  eval- 

12  nations,  available  on  the  first  day  of  the  third 

13  month  before  the  beginning  of  the  period),  and 

14  '*(ii)  are  sold  or  marketed  during  the  period. 

15  For  purposes  of  clause  (ii),  a  drug  is  considered  to  be 

16  sold  or  marketed  during  a  period  if  it  is  listed  in  the 

17  publications  referred  to  in  clause  (i)  for  the  third  month 

18  before  the  beginning  of  the  period,  unless  the  Secretary 

19  determines  that  such  sale  or  marketing  is  not  actually 

20  taking  place. 

21  "(B)  A  drug  has  a  'restrictive  prescription'  only  if 

22  the  prescription  for  the  drug  indicates,  in  the  hand- 

23  writing  of  the  physician  or  other  person  prescribing  the 

24  drug  and  with  an  appropriate  phrase  (such  as  'brand 
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1  medically  necessary')  recognized  by  the  Secretary,  that 

2  the  particular  drug  must  be  dispensed. 

3  *'(C)  The  term  'payment  calculation  period'  means 

4  the  6-month  period  beginning  with  January  of  each 

5  year  (after  1988)  and  the  6-month  period  beginning 

6  with  July  of  each  year  (after  1988).". 

7  (2)  Repoet  on  payment  limits. — The  Secre- 

8  tary  of  Health  and  Human  Services  shall  review  the 

9  payment  limits  described  in  section  1833(m)(3)  of  the 

10  Social  Security  Act  on  covered  outpatient  drugs  and 

11  shall  report  to  Congress,  by  not  later  than  April  1, 

12  1989,  on  the  appropriateness  of  such  limits.  The  Sec- 

13  retary  shall  include  in  such  report  such  recommenda- 

14  tions  for  changes  in  such  limits  as  may  be  appropriate. 

15  (c)  Paeticipating  Phaemacies. — Section  1842  of 

16  such  Act  (42  U.S.C.  1395t)  is  amended— 

17  (1)  in  subsection  (h)(1),  by  inserting  before  the 

18  period  at  the  end  of  the  second  sentence  the  following: 

19  "and,  with  respect  to  a  suppHer  of  covered  outpatient 

20  drugs,  is  a  participating  pharmacy  (as  defined  in  sub- 

21  section  (i)(l))";  and 

22  (2)  by  adding  after  subsection  (h)  the  following 

23  new  subsection: 

24  "(i)(l)  For  purposes  of  this  section,  the  term  'participat- 

25  ing  pharmacy'  means  an  entity  which  is  authorized  under 
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1  State  law  to  dispense  covered  outpatient  drugs  and  which  has 

2  entered  into  an  agreement  with  the  Secretary,  providing  at 

3  least  the  following: 

4  "(A)  The  entity  agrees — 

5  "(i)  not  to  refuse  to  dispense  covered  outpa- 

6  tient  drugs  items  to  any  individual  entitled  to  ben- 

7  efits  under  this  part  (in  this  section  referred  to  as 

8  'medicare  beneficiaries'),  and 

9  "(ii)  not  to  charge  medicare  beneficiaries 

10  more  for  such  drugs  than  the  amount  it  charges  to 

11  the  general  public. 

12  "(B)  The  entity  agrees  to  keep  patient  records  (in- 

13  eluding  records  on  expenses  incurred  by  medicare 

14  beneficiaries)  for  all  covered  outpatient  drugs  dispensed 

15  to  all  such  beneficiaries. 

16  "(C)  The  entity  agrees— 

17  "(i)  to  assist  medicare  beneficiaries  in  deter- 

18  mining  whether  or  not  their  expenses  (for  covered 

19  outpatient  drugs  dispensed  in  a  year)  have  exceed- 

20  ed  the  deductible  under  section  1833(m)(l)(A),  in- 

21  eluding  providing  the  documentation  necessary  to 

22  establish  this,  and 

23  "(ii)  on  behalf  and  on  the  request  of  such  a 

24  beneficiary,  to  submit  to  the  carrier  such  docu- 

25  mentation  as  the  Secretary  requires. 
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1  "(D)  The  entity  agrees,  upon  request  of  a  medi- 

2  care  beneficiary,  to  provide  a  copy  of  the  records  main- 

3  tained  under  subparagraph  (B)  to  another  participating 

4  pharmacy  or  to  a  carrier  under  this  section. 

5  "(E)  The  entity  agrees— 

6  "(i)  to  offer  to  counsel  each  medicare  benefi- 

7  ciary  on  the  appropriate  use  of  a  drug  to  be  dis- 

8  pensed  and  whether  there  are  potential  interac- 

9  tions  between  the  drug  and  other  drugs  dispensed 

10  to  the  beneficiary;  and 

11  '*(ii)  to  advise  the  beneficiary  on  the  avail- 

12  ability  (consistent  with  State  laws  respecting  sub- 

13  stitution  of  drugs)  of  therapeutically  equivalent 

14  covered  outpatient  drugs. 

15  "(2)  The  Secretary  shall  provide  to  each  participating 

16  pharmacy — 

17  "(A)  a  distinctive  emblem  (suitable  for  display  to 

18  the  public)  indicating  that  the  pharmacy  is  a  participat- 

19  ing  pharmacy,  and 

20  "(B)  before  the  beginning  of  each  payment  calcu- 

21  lation  period,  information  on  the  payment  limits  estab- 

22  lished  under  paragraphs  (3),  (4),  and  (5)  of  section 

23  1833(m). 

24  "(3)  The  Secretary  shall  provide  for  periodic  audits  of 

25  participating  pharmacies  to  assure  that  they  do  not  impose 
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1  charges  in  excess  of  the  amounts  permitted  under  paragraph 

2  (l)(A)(ii). 

3  "(4)  Notwithstanding  subsection  (b)(3)(B),  payment  for 

4  covered  outpatient  drugs  may  be  made  on  the  basis  of  an 

5  assignment  described  in  clause  (ii)  of  that  subsection  only  to  a 

6  participating  pharmacy . " , 

7  SEC.  3.  FINANCING      ADDITIONAL      BENEFITS  THROUGH 


8  PREMIUM. 

9  (a)  Computation  of  Cost. — Subsection  (a)  of  section 

10  1839  of  the  Social  Security  Act  (42  U.S.C.  1395r)  is 

1 1  amended — 

12  (1)  in  the  second  sentence  of  paragraph  (1),  by  in- 

13  serting  "(other  than  costs  relating  to  covered  outpa- 

14  tient  drugs)"  before  the  period; 

15  (2)  in  paragraph  (2),  by  striking  "and  (e)"  and  in- 

16  serting  ",  (e),  and  (g)"; 

17  (3)  in  paragraph  (3),  by  striking  "subsection  (e)" 

18  and  inserting  "subsections  (e)  and  (g)";  and 

19  (4)  in  the  second  sentence  of  paragraph  (4),  by  in- 

20  serting  "(other  than  costs  relating  to  covered  outpa- 

21  tient  drugs))"  before  the  period. 

22  (b)  Additional  Premium. — Such  section  is  further 

23  amended  by  adding  at  the  end  the  following  new  subsection: 

24  ''(g)(1)  The  Secretary  shall,  during  September  of  1988 

25  and  of  each  year  thereafter,  determine  a  monthly  actuarial 
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1  SEC.  5.  MODIFICATION  OF  HMO/CMP  RISK-SHARING  CON- 

2  TRACTS. 

3  (a)   Counting  of  Expenses  Befoee  Eneoll- 

4  MENT.— Section  1876(c)  of  such  Act  (42  U.S.C.  1395mm(c)) 

5  is  amended  by  adding  at  the  end  the  following  new  para- 

6  graph: 

7  *'(7)  In  the  case  of  an  indi\ddual  who  enrolls  as  a 

8  member  of  an  eligible  organization  under  this  section  after 

9  January  1  of  a  year,  the  organization  must  take  into  account, 

10  in  computing  the  expenses  incurred  for  covered  outpatient 

11  drugs  for  purposes  of  meeting  the  deductible  under  section 

12  1833(m)(l)(A)  for  the  year,  expenses  mcurred  for  covered 

13  outpatient  drugs  during  the  year  while  the  uidividual  was 

14  entitled  to  benefits  under  part  B  but  before  the  individual  so 

15  enrolled.". 

16  (b)  Adjustment  of  AAPCC  and  Contracts. — The 

17  Secretary  of  Health  and  Human  Services  shall — 

18  (1)  m  estimating  the  adjusted  average  per  capita 

19  cost  under  section  1876(a)  of  the  Social  Security  Act 

20  for  portions  of  contract  years  occurring  after  Decem- 

21  her  31,  1988,  take  mto  account  the  amendments  made 

22  by  this  Act,  and 

23  (2)  require  ehgible  organizations  with  risk-sharing 

24  contracts  under  such  section  to  make  appropriate  ad- 

25  justments  ui  the  terms  of  their  agreements  with  medi- 
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1  care  beneficiaries  to  take  into  account  such  amend- 

2  ments. 

3  SEC.  6.  EFFECTIVE  DATES. 

4  (a)  Benefits. — The  amendments  made  by  section  2 

5  shall  apply  to  covered  outpatient  drugs  dispensed  on  or  after 

6  January  1,  1989. 

7  (b)  Peemiums. — The  amendments  made  by  section  3 

8  shall  apply  to  premiums  for  months  beginning  with  January 

9  1989. 

10  (c)  Caeeiees. — The  amendments  made  by  section  4 

11  shall  take  effect  on  the  date  of  the  enactment  of  this  Act. 

12  (d)    HMO/CMP    Eneollments. — The  amendment 

13  made  by  section  5(a)  shall  apply  to  enrollments  effected  on  or 

14  after  January  1,  1989. 
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